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DETAILED ACTION 

Applicants' arguments, filed February 16, 2006, have been fully considered but they are 
not deemed to be persuasive. Rejections and/or objections not reiterated from previous Office 
Actions are hereby withdrawn. The following rejections and/or objections are either reiterated or 
newly applied. They constitute the complete set presently being applied to the instant 
application. 

Status of the Claims 

Claims 20-33 are currently pending and are the subject of this Office Action. Claims 20, 
23, 25, 28 and 30-31 are presently amended. 

Claim Rejections - 35 USC § 112 - Second Paragraph 
The following is a quotation of the second paragraph of 35 U.S.C. § 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 20-29 and 31-33 are rejected under 35 U.S.C. § 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 20, 25 and 31 recite the limitation wherein "an effective amount" is administered 
to cells, tumors or subjects afflicted with cancer, respectively. This limitation is indefinite 
because it is not clear what the amount being administered is effective for. Amending the claims 
to recite a "therapeutically effective amoimt" would overcome this rejection provided there is 
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support in the specification for such an amendment. Claims dependent fi-om claims 20, 25 and 
31 are included in this rejection. 

Claim 22 recites the limitation wherein the cell of claim 20 {e.g, leukemic cell, prostate 
cancer cell, pancreatic cancer cell, squamous carcinoma cell, breast carcinoma cell, myeloid 
leukemic cell or colon carcinoma cell) is present "in a subject." Claim 22 is indefinite because it 
is not clear that the subject being administered the agents of claim 20 is in need of such 
administration. Further, as claim 20 is drawn to a method of increasing apoptosis of a single cell 
it is not clear how applicants intend to target administration to a single cell present in a subject. 

Claims 23 and 28 contain the trade name "CREMOPHOR." Examiner notes that 
CREMOPHOR® is a registered trademark of BASF Pharma Solutions. M.P.E.P. § 2173.05(u) 
states, "It is important to recognize that a trademark or trade name is used to identify a source of 
goods, and not the goods themselves. Thus a trademark or trade name does not identify or 
describe the goods associated with the trademark or trade name." If the trademark or trade name 
is used in a claim as a limitation to identify or describe a particular material or product, the claim 
does not comply with the requirements of 35 U.S.C. § 1 12, second paragraph. Ex parte Simpson^ 
218 USPQ 1020 (Bd. App. 1982). Applicant's amendments filed February 16, 2006 still recite a 
trademark in the claims. 

Claim Rejections - 35 USC §103 
The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 
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This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. § 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. AppHcant is advised of the obligation under 37 CFR § 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicabihty of 35 U.S.C. § 103(c) 
and potential 35 U.S.C. § 102(e), (f) or (g) prior art under 35 U.S.C. § 103(a). 

Claims 20, 25, 26 and 30-33 are again rejected under 35 U.S.C. § 103(a) as being 
unpatentable over Jayadev et al, in view of Mycek et aL for the reasons set forth in the Office 
Action mailed 1 1/14/2005. 

Applicant's arguments have been fiiUy considered but they are not persuasive. 
Applicants argue, inter alia, that the references do not support a prima facie case of obvious 
because there is no reasonable expectation of success. Applicants argue that without 
experimentation, one of ordinary skill cannot reasonably predict a successfiil anticancer outcome 
with a particular combination of two drugs. This argument is not persuasive, however, because 
the standard for 35 U.S.C. § 103 rejections is a reasonable expectation of success. The requisite 
standard is therefore completely independent firom any required testing per se. As such, 
examiner maintains that the combination of Ce-ceramide and paclitaxel would have been prima 
facie obvious, as both agents were known in the art to be usefiil in the treatment of cancer. The 
skilled artisan, absent any testing , would have had a reasonable expectation that the two 
compounds would be effective in treating cancer when administered together. Thus, a prima 
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facie case of obviousness has been established and the rejection of claims 20, 25, 26 and 30-33 is 
maintained. 

Claims 20-33 are again rejected under 35 U.S.C. § 103(a) as being unpatentable over 
Spencer et al in view of Cai et al for the reasons set forth in the Office Action mailed 
11/14/2005. 

Applicant's arguments have been fully considered but they are not persuasive. 
Applicants again argue that the references dp not support a prima facie case of obvious because 
there is no reasonable expectation of success. Applicants argue that without experimentation, 
one of ordinary skill cannot reasonably predict a successfiil anticancer outcome with a particular 
combination of two drugs. As discussed supra, this argument is not persuasive because the 
standard for 35 U.S.C. § 103 rejections is a reasonable expectation of success. The requisite 
standard is therefore completely independent fi'om any required testing per se. Examiner again 
maintains that the combination of Ce-ceramide and paclitaxel would have been prima facie 
obvious, as both agents were known in the art to be useful in the treatment of cancer. The skilled 
artisan, absent anv testing, would have had a reasonable expectation that the two compounds 
would be effective in treating cancer when administered together. Thus, a prima facie case of 
obviousness has been established and the rejection of claims 20, 25, 26 and 30-33 is maintained. 

With regard to the above rejections, given the state of the art the skilled artisan would 
reasonably expect a synergistic effect in the reduction of apoptosis and/or the treatment of cancer 
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using a combination of paclitaxel and Ce-ceremide. The synergistic effects demonstrated in the 
examples cannot overcome a prima facie case of obvious because these results would be 
expected. Paclitaxel is known to block cell growth in the G2-M phase of the cell cycle, whereas 
ceramide blocks cells in a different phase of the cell cycle (Go-Gi). One of ordinary skill in the 
art would expect that apoptosis and inhibition of cell proliferation would be greater with a 
combined treatment than with either agent administered alone because paclitaxel and C6- 
ceremide exert their effects at different points in the cell cycle. 

With regard to the Joshi et al in view of Hartfield et al rejection of claims 20, 22-25 and 
27-31, although Joshi et al teach the administration of PEG-ceramides, they do not disclose the 
administration of ceramide or Ce-ceramide. In the absence of a teaching of the equivalence of 
PEG-ceramides and ceramide or Ce-ceramide, the reference does not teach all of the Umitations 
of the instant claims. As such, applicant's arguments are persuasive to overcome this rejection. 
The rejection of claims 20-33 in view of Joshi et al. and Hartfield et aL under 35 U.S.C. § 103 
has been withdrawn . 

Conclusion 

No claims are allowed. 

Any inquiry concerning this commimication or earlier communications fi-om the 
examiner should be directed to James D. Anderson whose telephone number is 571-272-9038. 
The examiner can normally be reached on MON-FRI 9:00 am - 5:00 pm EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571-272-0718. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an appUcation may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct,uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




James D. Anderson 
Patent Examiner 
AU 1614 
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